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Mr. GuidoJ.M, Houg
GeneralManager
DynaDentalEngineeringB.V.
Korenbeursstraat26
Postbus70
4600 AB Bergenop Zoom
The Netherlands

DearMr. Houg:

Duringan inspectionof your manufacturingfacility locatedat Korenbeursstraat26, Postbus
70,4600 AB Bergenop Zoom, from September9 through 12, 1996,w investigator
determinedthat your fm manufacturesswriledental implantsand non-sterilememory
abutments. Theseproductsare devicesas definedby the Federal Food, Drug, and Cosmetic
Act (the Act).

The above-statedinspectionrevealedthat this deviceis adulteratedwithinthe meaningof
section501(h)of the Act, in that the methodsused in, or the facilitiesor controlsused fm
manufwturing, packing,storage, or installationare not in conformancewith the Good
ManufacturingPractice(GMP)fm MedicalDevicesRegulation,as specifiedin Tit!e 21,Qxic
~ (cm). Part 820 as follows:

1. Failure to establishand implementspecifkationcontrol measurestoassure thatthedesign
basis for the deviceand packagingis correctly translatedinto approvedspecif~tions, as
required by 21 CFR 820.100(a)(l). For example:

a.)Packagingintegrityafter sterilizationis not validated.

Response: The firm’sOctober3 responsepromisedcorrectionby 12/%. Theyadded that
they wil~obtain informationabout the outer packagingmaterials (peelpouch)from the supplier
of the material.

b.)The sterilizationprocess is not validated. The Certificateof Analysisaoddosimetrytest
data suppliedby the sterilizationcontractoris relied onto dcterrnim that the productshave
been sterilized. DynaDentaldoes not supplythe sterilizationcompanywith specificationson
how the sterilizationis to lk done. However,Dyna Dental is aware that a dose o-

of
gammaradiation is used by the contractsterilizer.
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2. Failureof the devicemaster record to includeindicationof authorizationfor any changes
by the signatureof a designatedindividual,as requiredby 21 CFR 820.181(a). For example,
the devicemaster record is not under formalchangecontrolor signedand datedby a
designated individual,

3. Failure of the devicemasterrecord to irdude devicespecifications,productionprocess
specif=tions, qualityassuranceproceduresand specifications,packagingand labeling
specif~tions, as requiredby 21 CFR 820.181(b). For example,the devicemasterrecord
does not includea descriptionof QC proceduresand specifications.

Your October 3 responseto observations2 and 3 promisedcorrectionby 10/96.

4. Failure to checkfinisheddevicesand, wherenecessary,test for conformancewithdevice
specificationsto assure thatdevicespecificationsare met, as requiredby 21 CFR 820.160.
For example, no final inspectionis done on the memoryabutments,ie., after
polishingtblastingsteps.

Youadvisedour investigatorthat the personpreformingthis procedurewill make a record of
the inspectionstarting immediately.

5. Failure to performplannedand periodicaudits in accordancewith writtenproceduresby
appropriatelytrainedindividualsnot havingdirect responsibilityfor the mattersbeingaudited,
as required by21 CFR 820.20(b). For example,internalauditsof the qualityassurance
program arc not performed.

Youadvised the FDAinvestigatorthat an internalaudit will be completedby October 1996,
and that internal auditswill be performedyearlyat a minimum.

6. Failure to review,evaluate,and investigateany complaintinvolvingthe possibletkhre of
a device to meet anyof its performancespccif=tions, as requiredby 21 CFR 820.198(b).
For example, a complaintsystemis in place, howeverfailureinvestigationand follow-upis not
documented. The systemonly showsthat a requisitionfor replacementproduct is entered.

Youadvised our investigatorthat your fm will immediatelybegin formallydocumenting
failure investigations.

● This letter is not intendedto be an all-inclusivelist of def~ienciesat your facility. h is your
responsibilityto ensureadherenceto each requirementof the Act and regulations. The spcific
violationsnoted in this letter and in the form FDA483 issuedat the closeoutof the inspectkm
may be symptomaticof seriousunderlyingproblemsin your fro’s manufacturingand quaiiiy
assurancesystems. Youare responsiblefor investigatinganddeterminingthe causesof the
violationsichtifti by the Food and Drug Administration. If the causesare determbd to be
systemsproolems, you mustpromptly initiatepermanentcorrectiveactions.
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Therefore, Federalagenciesare advisedof the issuanceof all WarningLettersaboutdevicesso
that they may take this informationinto accountwhenconsideringthe awardof contracts.
Additionally,no prernarketsubmissionsfor devicesto whichthe GMPdeficienciesare
reasonablyrelated will be cleareduntil the violationshavebeencorrected.

YourOctober 3 responseletter indicatesthat your firm will havecompletelyaddressedthe
defwiencieslisted aboveby December1996. Pleasenotify this officewhenyou have
implementedthe correctionsof thesedefwicncies.

Your responseshouldbe sent to the attentionof Mr. SterlingD. Gary. Dental, ENT and
OphthalmicDevicesBranch, at the aboveGaither Roadaddress.

Sincerely,

LillianJ. Gill
Director
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Officeof Compliance
Center for Devicesand RadiologicalHealth


